EPA Registration No.
39967-137
Vol. 2












Paperwork Reduction Act Notice q

The annual respondent burden for the Notice of Supplemental Distribution of a Registered
Pesticide Product is estimated to average 15 minutes per response, including time for
reviewing the jnstructions, searching existing data sources, gathering and maintaining the
data needed, and completing and reviewing the information. Send comments regarding this
burden, to chief, Information Policy Branch, PM 223, U.S. Environmental Protection Agnecy,
401 M Street, S.W., Washington, DC 20460; and to Paperwork Reduction Project (OMB No.

2070-0044), Office of Management and Budget, Washington, DC 20503, Marked "Attention
Desk Officer for EPA."
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. Volume 9 of 12
Evaluation of Primary Irritiation Potential in Humans Exposed to Ammonium Persulfate,
Sodium Persulfate, Impact ® and Pool Water (DuPont Report #L0-753-93)

MRID# 46119009

This study is being reported in accordance with 40 CFR 159.170. Although the results are
not inconsistent with those results seen in dermal irritation studies in animals, these studies
are being submitted to the Agency as they are studies reporting observations of potential
effects following exposure to humans.

. Volume 10 of 12
100 Person Human Patch Test with Ammonium Persulfate, Sodium Persulfate, and
Impact® (DuPont Report #HLO-400-92)

MRID# 46119010

This study is being reported in accordance with 40 CFR 159.170. The purpose of this study
was to determine whether or not exposure to the test materials under the conditions of a
patch test would adversely affect the skin, either as an irritant or sensitizer, or both. Based
on the effects observed with the materials placed repeatedly on the skin during the primary
application and challenge phases, the 3 test materials demonstrated irritation and skin
sensitization propensitics under the test conditions. However, since the 3 materials were
tested concurrently, it is unclear from these results whether the hypersenitivity induced by
each of these materials was influenced by the other test substances.

. Volume 11 of 12
Evaluation of Dermal Sensitization Potential of Impact® in Humans (DuPont Report
#HLO-498-92)

MRID# 46119011

This study is being reported in accordance with 40 CFR 159.170. The significant results
from this study were previously provided to EPA by DuPont pursuant to TSCA § 8(e). We
are submitting the complete study report for EPA’s files

. Volume 12 of 12

Acute Oral Toxicity Study with H-21263 in Male and Female Rats (DuPont Report #HLR
590-95)

MRID# 46119012

This study is being reported in accordance with 40 CFR 159.165(a). Rats were exposed to
single oral doses by intragastric intubation at 2300, 3400, and 5000 mg/kg body weight.
The combined LD50 for male and female rats was calculated to be 4123 mg/kg with a
confidence limit of 2477 to 3834 mg/kg of body weight. Although these results are
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July 9. 2004 NOTIFI o
. Date Review:
Reviewed By

Document Processing Desk (NOTIE)
Office of Pesticide Programs

US EPA

1801 Bell Street

Arlington. VA 22202

Re:  Virkon S; EPA Reg. No. 62432-1; Notification of addition of effluent discharge labeling
statement pursuant to PR Notice 95-1

Dear Sir or Madam:

I am notifying the Agency of the addition of the __ ,uired cffluent discharge labeling statement
pursuant to PR Notice 95-1 to the Virkon S label. Previously, Virkon S has not been distributed
in large containers. but it will be in the future. Accordingly I am adding the required effluent
discharge statement. Attached please find the following documents supporting this notification:

. Application for Pesticide Registration (EPA Form 8570-1)
. Proposed labeling (5 copies)
. Current stamped label

If you have questions regarding this submission, pleasc contact me.

Smcerely,
T. Jeffrey Jones, Agent ere o
Antec International Ltd. e
hd ®se000
Attachments cocat, . 2
. .". -oo-:
veee LEX T )
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MEMORANDUM

From:

To:

Thru:

Applicant:

6 (a)(2) Screening for Soc __. chloride (1.5%), Potassium peroxymonosulfate
(20.4%)

EPA Reg:62432-1

Sodium chloride (1.5%), Potassium peroxymonosulfate (20.4%)
DP Barcodes: 299148

PC codc: 013905, 063604

Nader Elkassabany, Team Lecader %/ aﬂ WQ % 3 / 3 // o4

Risk Assessment and Scicnce Support Branch (RASSB), Antimicrobials Division
(AD)[7510C)

Adam Heyward, PM 34
Sharon Carlisle, PM Team Reviewer
Regulatory Management Branch

Antimicrobials Division [7510C]

Norm Cook, Chicf, RASSB/AD [7510C]

ANTEC INTERNATIONAL LTD

ACTION REQUESTED: Review the attached submission for 6 (a)(2) screcning, MRID
46119001, 46119002, 46119003, 46119004, 46119005, 461190006, 46119007, 46119008,
46119009, 461190010, 461190011, and 461190012.

CONCLUSIONS: The submission of the studics above docs not qualify as a 6(a)2 submission
and an expedited review is not neccssary.
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August 21, 2003 RIXE
Mr. Adam Heyward, PM #34 “eens’
Antimicrobials Branch ot .
US EPA o

Washington, DC 20460

Subject: Virkon §; EPA Reg. No. 62432-1; Your Letter Dated August 12, 2003

Dear Adam:

Thank vou for your lctter of August 12, 2003 granting the “Oregon” amendment to the
Virkon 8 label. 1am writing in response to your demial of the Rhabdovirus carpio
(Spring vircmia of carp virus (SVCV)) claim based on the assertion that SVCV is a
public hcalth organism. In conversation with you and Renae Whittaker, 1 leamed that the
Agency has concluded that SVCV 1s a public health organism by virtue of its entry on
OIE List B. List B enumerates “{tjransmissiblc diseases that arc considered to be of
socto-economic and:/or [emphasis added]} >lic health importance.” Based on the
mformation I discuss below, SVCV is liste  on OIE List B becausc of its socio-cconomic
importance, not because it poses a public health thrcat. Accordingly, | am requesting that
you reconsider your demal of this claim on an expedited basis. Notwithstanding this
request, Antec is preparced to submit SVCV efficacy data.

Supporting the argument that SVCV is listed on List B because of its socio-cconomic
importance. I note that 1t is entered in a list of “fish discasecs.” By contrast, List B also
includes a sub-catcgory for “multiple specics diseases.” SVCV is not included m this
subcatcgory:,

On the OIE website. Professor Barry Hill of The Centre for Environment, Fisheries, and
Aquaculturc Sciences (CEFAS) in the United Kingdom is listed as the “expert” on
SVCY. I am attaching a recent communication from Professor Hill stating that he is
“aware of no scientific evidence, or even any suggestion, that SVC virus is a zoonotic
agent.” Professor Hill continues, “'I can't understand why anyone should imagine it might
be given its lunited host range in fish and its ceiling tempcrature for growth being in the

N vy

20sC which means 1t can't replicate at 37C.
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FFinally, I am also including an APHIS factshect on SVCYV prepared by the Veterinary een

M : - 13 Lo - - [] °
Services umit. The factshects states “[t)hcre has never been a single report of humans  °,,,,*
being infected with the SVC virus either from contact or from cating an infected fish.”  es -«

In view of this strong evidence that SVCV is not a public health organism, I ask that you, ’
. . . . . . P.0 *
approve the attached labe! including the appropriatc claim immediately. Let me know tf "o

you would still like to review efficacy data as a condition of granting that claim in the -:' s

mterim. .
. LE X' ..

Thanks for vour assistance. ° .
ot

Sincerely,

T. Jeffrey Jones, Agent
Antec Intermational Lid.
Enclosures
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05-30-2003 FRI 13:18 FAX 301 652 3408 DELTA ANALYTICAL CORP

/\

DELTA
. TALYTICAL
CORPORATION _

Face.wile Message

Total No. o™ 1gex Including Cover: 2

M...y 30, 2003

To: Adam Heyward
Connic Welch

From: JeffJones

Subject: Virkon S; EPA Reg. No. 62432-1; OPP ID # 250999, Pending amendrment

Following up on a conversation with Adam, I wouid like 10 schedule a conference call next week to
discuss two pending changes to the Virkon S label, one requested by APHIS (additional organism claim)
and one by the Oregon Department of Agricultur  cpanded use pattern). The additional organism
claim is an rnimal health claim against Spring V- ia of Carp which could have been submitted as a
notification. The purpose of the call would batt  cuss the text of the proposed amendment, your
thoughts on its “approvability,” any adjustments would recommend, and the timing of your review.

The cxpanded use pattern involves application of  kon S in the presence of animals. Several years ago
the Agency asked Antec to add a general prohibi _ against applying Virkon S in the presence of
animals presumably to ensure that no animal expo ‘e raising telerance issues could occur. For the same
reason. direct application to animals has never bee  ipproved.

Recently, officials of the Oregon Department of A __ 1lture contacted me to discuss whether the current
Virkon S label would permit application in the pre--1ce of animals. We agreed it would not. The Oregon
fair season begins in July and state veterinary offic s fvaring increased risks of spread of E. coli and
animal diseases like Newcastle Disease have recol_.__ended consideration of Virkon S as & preventive
measurc. Responding to Oregon’s inquiry 1 agreed to draft and submit an amendment addressing
Oregon’s needs. The amendment was submitted on ™~ y 2, 2003, Subsequently the Oregon fnlks sent me
their suggesied amendment languag wvhich is attac | [ prefer their language because it is more
specific and I suspect you will too.

Could we schedule a conference call to discuss the:  sues next weck on either June 2*, 4* or 57 1can
reschedule any existing commitments on those day!  accomodate the time that works best for you.

Best regards,

§<

7910 Woodmont Avenue Suit 0 Bethesde, Maryland 20814
(301) 652-5495 FAX (301)652- Email: fjior @delta-ac.com

- T T,
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03/30-2003 FRI 13:15 FAX 301 852 5408 DELTA ANALYTICAL CORP i@ooz2

May 2 Proposal

Oregon Proposal

Attachment I

Camparison of Proposal to Permit Use of Virkon S in Presence of Animals

Fairs, Exhibitions, and Expositio

A 1% solution of Virkong S 1> rece  nended to clean and disinfect inanimate
environmental surfaces such as per  :ages, stalls, stables, and walkways at fairs,
exhibitions, and expositions. Appl.__tion of Virkon S may occur in the presence
of animals at these sites only, and or ™ °f care is taken to avoid intentional contact
with the animals present. Particular = must be observed with spray application
in the presence of animals. Directs;  1ing of animals is prohibited.

Uses in Facilities Used for *he Tem;  iry Confinement of Animals

A 1% solution of Virkon S is recomn  ed to clean and disinfect inanimate
surfaces associated with facilities use  r the temporary confinement of animals.
Sites may include, but are not limited  barns, sheds, stables, pens, cages, and
nssociated access alleys or walkways.  kon S may also be used to clean and
disinfect equipment related to thema  1ance of animals fouwad at fairs,
exhibitions, animal auction yards, ani_.._ show/boarding facilitics, or other similar
agricultural facilities designed for the temporary housing of animals.

Application of Virkon S may occur int . presence of animals at the above listed
sites, however Virkon S may ngt come /- *irect contact with animals, feed, or
water. Do not allow Virkon St jo0l 01 rfaces that may be within reach of
animals. Do not allow Virkon S to com (o direct contact with people. Allow
Vitkon S to completely dry prior to hou 3 animals, using equipment, or
allowing people to contact treated sites.

Hand“~'] applhications arc recommende - allow precise placement on treatrnent

site. 1 uyging application of Virkon Sm  nly be conducted when no animals or
people are occupying the facility.

72




May 2, 2003

Mr. Adam Heyward, PM #34
Antimicrobials Branch

US EPA

Washington, DC 20460

Re:  Amendment Adding Pest and Usc Pattern

Vitkon S, LPA Reg. No. 62432-1
Antee International 1d.

. Dear Adam:

Inclosed please find the following documents proposing an amendment to add a pest and use
pattern to the Virkon S label:

. Application for Pesticide Registration (EPA Form 8570-1)
. Proposed Product Label (5 copies with proposed changes highlighted)
. Current Stamped Label

ddition of this
PUat U UL 1dUST Wad TRYULIILU UY S3E 11LD ULLIVEAQID. L APU LAY YWASIL W D /Acan YviLil sdamantha BatCS

or Dr. Nathan Birmbaum of APTIIS if vou have questions.

The label also proposes a usc pattern, Fairs, Expositions and Exhibitions which is a variant on

. the existing animal health uses. Antec was recently centacted by the Oregon Department of
Agriculturc asking whether the current stamped label would permit use of Virkon S for
disinfection of inanimate environmental surfaces at county fairs while animals were present. The
approved label does not pcrmit such uses.

Because of clevated concerns about transmission of diseases like Newcastle Disease Vi ag
these events, Oregon was looking for a disinfectant alternatives that could be applied setefdl

a0

times a day as a preventive measure. Often there are not alternative animal pens and siabjes $o
which to move animals while an arca is being disinfected. The purpose of the,praposed  «
instructions s to severely limit. if not eliminate, direct animal exposure when Virk —~ S,iseee,
applicd. Because the opportunity for such exposures would only be short- teth W uccasxoqql
the added risk would be minimal and greatly exceeded by the benefits in dm;:;x;c,pru ciftiefl. &

o.-oo hd

° L]
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Since submission of these amendments was triggered by concemns raised by APHIS and the
Oregon Department of Agriculture respectively, 1 ask that you give them expedited consideration.

Let me know if you have questions or need additional information. T can be contacted at
jionesi@delta-ac.com or (301) 652-5495, Thanks for your assistance.

Sincerely,

T. Jeffrey Jones, Agent
Antec International I.td.
Enclosures
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Page 2

Front Pancl Continued

FIRST AID

Have the product container or label with yon when calling a poison control center or doctor, or going
for treatment.

If Swallowed:
. Call Poison Control Center or doctor immediately for treatment advice.
- Have person sip a glass of water if able to swallow.

Do not induce vomiting unless told to do so by the poison control center or doctor
Do not give anything by mouth Lo an unconscious person
If Inhaled:

. Movwe person to fresh air.

If person 1s not breathing, call 911 or an ambulance, then give artificial respiration. preferably
‘ mouth-to-mouth, if possible.

. Call a Poison Control Center or doctor for further treatment advice,
. If in Eves:

. Hold eye open and rinse slowly and gently with water for 15-20 minutes.

. Remove contact lenses, if present after 5 minutes, then continue rinsing cye.
. Call a Poison Control Center or doctor for further treatment advice.

If on Skin:

. Take off contaminated clothing.

. Rinse skin immediately with plenty of water for [5-20 minutes,

. Call a Poison Control Center or doctor for further treatment advice.

Note to Physician: Probable mucosal damage may contraindicate the use of gastric lavage.

’ _Ibs. () Net Weight
. EPA Reg. No. 62432-1 EPA Est. No. 62432-EN-001
Antec
Interpational

VEADERS [N RIOMECURITY

Manufactured By: ALY
ANTEC INTERNATIONAL LTD. .
Windham Road. Chilton Industrial Lstates RPN
Sudbury Suffolk CO10 2XD, England secery ":.
Virkong, S is a registered trademark of and manufacturcd by * ce lmerna(,ionzil. .l:ioﬁitcd A
US Patent No. 4822512 it o

Iichentsiantec . Virkon Siproposed labels SV C-fair 2 May 2003, wpd
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Page 3

[Comment: The list of claims (sites) under "EFFECTIVE AGAINST™ may be placed in any
order as long as cach subheading and its contents remains intact. |

EFFECTIVE AGAINST THE FOLLOWING PATHOGENS:

ANIMAL AND ZOONOTIC PATHOGENS

BACTERIA

Actinobacillus pleuropneumonia
Bordetella avium

Bordeteila bronchiseptica
Campylobacter pyloridis
Clostridium perfringens
Dermatophilus congolensis
Escherichia col:

Fistulous withers (Poll Evil)
Hacmophilus somnus
Klebsiella pneumoniae
Moraxella bovis (Pink . s¢)
Mycobacterium bovis
Mycoplasma galliscpticum
Mycoplasma mycoides
Pasteurella multocida
Pseudomonas aeruginosa
Pscudomonas mallei (Glanders)
Pseudomonas vulgaris
Salmonella choleraesums
Salmonella typhimurium
Staphylococcus aureus
Staphylococcus epidermidis
Streptococcus cqui (Strangles)
Streptococcus pyogenes
Streptococcus suis

Taylorella equigenitalis
Treponema hyodysenteriac

VIRUSES

Adenovirus Pneumonia
African Horse Sickness Virus
African Swine Fever Virus
Avian * Tuenza Virus

Avian Laryngotracheitis Virus
Bovine Adenovirus Type 4

Bovine Polyoma Virus

Bovine Pseudocowpox Virus
Bovine Viral Diarrhea Virus

Cali Rotavirus

Canine Adenovirus

Canine Coronavirus

Camne Parainfluenza Virus

Canine Parvovirus

Chicken Anemia Virus

Coital Exantherma Virus

Distemper Virus

Duck Adenovirus

Duck Ententis Virus

Egg Drop Syndrome Adenovirus
Equine Infectious Anemia Virus (Swamp
Fever)

LEquine Artenitis Virus

Equine Herpes Virus (Type 1)
Herpes Virus Equine (Type 3)

Hog Cholera Virus

Equine Contagious Abortion Virus
Lquine Papillomatosis Virus

Equine Influenza Virus (Type A)
Equine Influenza Virus (The Cough)
Feline Calicivirus

Feline Herpes Virus

I'eline Infectious Peritonitis Virus — seee

Fehine Panleukopenia Virus Teeee”
Feline Parvovirus o
Feline Rhinotracheitis Vigyseee .

Foot and Mouth Disease Virus® ~ .***".
Infectious Bronchitis Visz':::: :.::.
Infectious Bursal Disease sWims, "ot s

Intectious Canine Hepaut?d Vitus

s0ed

Infectious Pancreatic Necrosis Virus *eese’

N
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Infectious Salmon Anaemia Virus
Infective Bovine Rhinotracheitis Virus
Leptospira Canicola Virus

Maedi- Visna Virus

Marck’s Diseasc Virus

Newcastle Disease Virus

PCV2 Virus (PMWS)

Porcine Parvovirus

Porcine Reproductive and Respiratory
Syndrome Virus (PRRS)

|  JRNR SRS NN AP Y AUV U A B S 5 T

Kotaviral arrhea virus

Snakehead rhabdovirus

SV40 Virus

Swine Influenza Virus

Transmissible Gastrocenteritis Virus (1TGE)
Turkey Herpes Virus

Turkey Rhinotracheitis Virus

Vesicular Stomatitis Virus

FUNGI

Aspergillus fumigatus

Candida albicans

FFusarium moniliforme
Microsporum canis
Trichophyton spp. (Ringworm)
Trichophyton spp. (Mud Fever)

EFFECTIVE AGAINST THE FOLLOWIN(

Page 4

PLANT PATHOGLENS

Alternaria solam

Botrytis cinera
Colletotrichum coccodes
Didymella bryoniac
Fusartum oxysporum
Fusarium solani
Penicillium oxalicum
Phomopsis sclerotioides
Pyrenochaeta lycoopursici
Pythium aphanidermatium
Rhizoctonia solani
Sclerotinia sclerotiorum
Thiclaviopsis basicola
Verticillium dahhae

HUMAN HEALTH PATHOGENS

Human Immuno-Deficiency Virus (HIV) Type ! (on hard. non-porous surfaces). Streptococeus

pyvogenes, Campylobacter pyloridis, klebsiella pneumomniac, Escherichia coli. Salinonella

vene

tvphimurium, Salmonella choleracsuis, Pseudomonas acruginosa, Staphylococcus aureus, *vese”

Staphylococcus epidermidis, and Candida albicans.

PRECAUTIONARY STATEMENTS v
HAZARDS TO HUMANS AND DOMESTIC ANIT™ " LS egery Tttt

DANGER. Powder is corrosive. Causcs skin burns and irreversible eye damago.s Harmful if ®
swallowed, absorbed through skin. or inhaled. Do not; in eves, on skin, or on clothing. W p}\}
protective clothing and rubber gloves. Avoid breathing dust. Wear goggles, face shield. or safety

Iiehentsante  irkon Stproposed labels'SVC-fair 2 May 2003 wpd
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Page 5

glasses. Wash thoroughly with soap and ater after handling. Remove contaminated clothing
and wash before reuse. Corrosive statement refers to powder only not in use solution.

[Comment: The instructions under “DIRECTIONS FOR USE™ may be placed in any order as
long as they rcmain a continuous scction on the label. |

BROAD SPECTRUM DISINFECTANT
Virkon, S is effective against numerous  croorganisms affecting animals: viruses, gram positive
and gram ncgative bacteria. fungi (molds d yeasts), and mycoplasma. Efficacy of the 1% solution
was determined in the presence of 400 ppm AQAC hard water and 5% organic material. Virkong S
passes 1 AOAC germicidal and detergent sanitizer test at a concentration of 00.5% (1:200) in the
presence of 200 ppm hard water. Apply a 0.5% (1:200) solution for routine sanitation.

DIRECTIONS FOR USE
It is a violation ol Federal law to use this product in a manner inconsistent with its labeling

GENERAL INSTRUCTIO 3+—POULTRY AND FARM PREMISES

1. Remove all poultry or other animals and feeds from premises, trucks or other vehicles, coops,
crates or other enclosurcs.

2. Remove all litter droppings and manure from floors, walls and surfaces of barns pens, stalls,
chutes and other facilities and fixtures occupicd or traversed by poultry or other animals.

3. Empty all troughs, racks, and other feeding and watering appliances.
4. Thoroughly clean all surfaces with soap or detergent and rinse with water.
5. Saturate surfaces with the recommended disinfecting solution for a period of 10 minutes,

6. Immerse all halters, ropes, and other types of equipment used in handling and restraining
animals, as wcll as forks, shovels, and scrapers used for removing litter and manure.

7. Ventilate buildings. cars. boats, coops, and other closed spaces. Do not house poultry or
livestock or employ equipment until treatment has been absorbed, set. or dried.

8. Thoroughly scrub treated feed racks, mangers, troughs, automatic feeders, fountains, and®’ "
waterers with soap or detergent, and rinsc with potable water before reusc. . oo
. e o
This powder formula is easily diluted for use in manual or machinc operations.3**2%3 e
Virkong S DILUTION CHART Teet et
= «Jl container with desired amount of wa r and add Virkon, S powder to acﬁ.tﬁ’}: . .
recommended solution concentration. LTI

Jielientsantec'Virkon Siproposed labelsiSVC-fuir 2 May 2003.wpd
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Quantity of 0.5% Solution 1% Solution 2% Solution
Water
I Quart 0.15 ounces 0.3 ounces 0.7 ounces
1 Gallon 0.65 ounces 1.3 ounces 2.7 ounces
10 Gallons 6.7 our—-3 13.4 ounces 26.7 ounces
50 Galions 33.4 ounces 66.8 ounces 133.5 ounces

Measuring cup provided.

Solutions are stable for 7 days. Do not soak metal objects in Virkon,, S for long periods - 10
minutes is maximum necessary contact time. One gallon of solution is sufficient to treat 135 sq.
1.

POULTRY [PRODUCTION| |[AND RATITE PRODUCTION]

[CONTROLS: Viruscs of Newcastle Disease, Infectious Bronchitis, Infectious Bursal Discase,
Avian Laryngotracheitis, Marek’s Disease. Egg Drop Syndrome, Avian Influenza, Turkey Herpes
Virus and Duck Viral Enteritis. Fungi (molds and yeasts) - Aspergillus flavus, Aspergillus
fumigatus and Candida albicans. Bacteria - Streptococcus pyogenes, Campylobacter pyloridis,
Klebsiella pneumoniae, Escherichia coli, Salmonella typhimurium, Salmonella chloeraesuis,
Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Bordetella avium
and Mycoplasma gallisepticum.] (OPT.)

HATCHERIES: Virkon, S at 1% solution can be uscd for cleaning and disinfecting hatchers, setters,
evaporative coolers, humidifving systems, ceiling fans, chicken houses, transfer trucks, trays, and
plastic chick boxes.

Virkong S at 1-2% solution 1s recommended for use in fogging (wet misting) operations as a
supplemental measure, either before or after regular cleaning and disinfeeting procedures. Fog (wet
mist) until the area is moist using automatic foggers according to manufacturer’s use directions.

BROILER/BREEDER HOUSES: Follow General Instructions to remove poultry and preclean area
to be treated. Spray floors and wal'= *wvith Virkon, S 1% solution. Thoroughly wash waterers and
feeders with a 1% solution of Virhung S. Afier contact for 10 minutes, rinse with water. Do not
house poultry or use equipment until trcatment has dried.

FOR AIR SANITIZING: Use Virkong S at (.5-1% solution, and fog until surfaces are moist. Allow
at Icast 2 hours before entering treated arca. Rinse foggers and sprayers with water followingeuge.
PROCESSING PLANTS: Spray Virkon, S at 1% solution 1o disinfect and clean walls, ceilif.lg§:z1.nd

floors. I
SWINE PRODUCTION e oo

[CONTROLS: Viruses of Hog Cholera, Swine influen:  Porcine Parvovirus, Psouqubics,.I’dr.ciFle
Reproductive and Respiratory Syndrome (PRRS), Rotoviral Diarrhea. African SWiie Fever aqc[fpol

eeee

Y L]
L] ¢ o
2 @d

JiclisntsiantectVirkon Siproposed labelsiSVC-air 2 May 2003, wpd
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Page 7

and Mouth Disease. Bacteria of Pleuropneumonia, Treponema hyodysenteriae, and Clostridium
perfringens. Fungi: Fusarium moniliforme.] (OPT.)

Follow General Instructions to remove swine and preclean area to be treated. Virkon, S at 1%
solution is recommended for cleaning and disinfecting farrowing units. nurserics, finisher houses,
processing plants, and agricultural production equipment such as trucks, waterproof footwear
(such as rubber boots), and associated livestock cquipment and instruments.

Virkon,, S at 0.5-1% solution is recommended for use in fogging (wet misting) operations or as a
supplemental measure cither before or afte  gular cleaning and disinfecting procedures. Fog
(wet mist) until the area is moist using aut___atic foggers according to manufacturer’s use
directions. Rinsc foggers and sprayers with water following use.

EQUINE PRODUCTION

BROAD SPECTRUM EQUINE DISINFECTANT/DETERGENT/WASH IFOR CLEANING
AND DISINFECTING STABLES, EQUIPMENT, AND AERIAL DISINFECTION

[CONTROLS: Viruses of African Horsc Sickness, Equine Viral Arteritis (Pink Eve), Coital
Exantherma, Myeloencephalopathy, Rhinopneumonitis, Equine Contagious Abortion, Equine
Papillomatosis, Equine Infectious anemia (Swamp Fever), Adcnovirus Pneumonia, Equine
Influenza (The Cough) and Rhinitis. Bact al: Clostndial Diarthea, Fistulous Withers (Poll
Ewvil), Taylorella cquigenitalis, Bordetella ..onchiseptica, Streptococcus equi (Strangles) and
Pscudomonas mallei (Glanders). Fungi: Dermatophvtosis (Ringworm), Dermatophylosis (Mud
Fever), and Fusarium moniliforme.] (OPT.)

APPLICATIONS: For cleaning and disinfecting all surfaces, equipment. utensils and instruments
in Veterinary practices, kennels, stables, catterics, etc.

USES:

Stables, Horse Boxes, Box Stalls, Tack, Equipment, and I'eed Rooms: Thoroughly clean and dry
[dry clean] surfaces, then wash the arca manually or with pressure washer with a 1% Virkong S
solution. Rinse with clean water.

Blankets, Saddle Pads and Rugs: Shampoo by hand or spray lightly with a hand-sprayer and leave
to dry. Shake or vacuum to remove residue.

Aerial Spraying to control airborne discases: Use a hand or knapsack sprayer with fine settjgg, or
an automatic spraying system. Spray a 1% Virkon, S solution for 2-3 minutes . ice daiJ_v.,OErsl'

thing in the morning and last thing at night. Rinse sprayers with water after usc. R
BOVINE PRODUCTION R

[CONTROL.S: Viruses of Calf rotavirus, Infectious Bovine Rhinotracheitis, Bqgy A\« &

Type 4 1Pscudorabies and Foot and Month Diseasc: Bacteria of Maraxella howise ™ ¢
Haemophilus somnus and Mycobacteriut  sovis; Fungi of Fusarium moniliforme.] (OPT.) -::::°
° .
L ] e o
se Be
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Follow General Instructions lo remove livestock and preclean area to be treated. A 1% solution of
Virkony, S is recommended lo clean and disinfect areas associated with bovine housing stabling,
hospital quarantine pens, feedlot facilities. and agricultural production equipment such as trucks,
walter-proof footwear (such as rubber boc __,, and associated livestock equipment and instruments.

COMPANION ANIMALS

[CONTROLS: Viruses of Caninc Parvovirus, Distemper, Leptospira canicola, Feline parvovirus,
Felinc herpes and I‘eline calicivirus. Bacteria of Staphylococcus aureus. Streptococcus pyogenes,
Klebsiclla pneumoniae. and Pseudomonas aeruginosa; Fungi of Microsporum canis.] (OPT.)

[APPLICATIONS] A 1% solution of Virkon,, S is recommended as a “one step” cleaning and
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages |caging
systems]within [associated with|Veterinary Medical Hospitals, infections disease wards,
quarantine areas, Humane Society facilities, laboratory animal quarters, grooming and boarding
facilities, kennels, catteries and animal transportation vehicles.

Do not immerse metal objects in Virkong, S for long periods - 10 minutes 1s maximum contact
time.

GREENIIOUS S AND IIORTICULTURE

Virkony, S is intendced to disinfect inanimate environmental surfaces, glasshouse structures,
cquipment, utensils, trays, containers, an  vehicles in greenhouses and other horticultural
settings prior to introduction or reintrodu  ion of plants, seeds, or soil. It is not intended to
directly affect agnicultural production and must not be applied to plants. seeds. or soil. If
necessary, remove or cover these items prior to use of the product.

Remove all crop debns, strings and other deposits from structures, empty trays and pots. Power
wash all the dust ofY the covering and superstructure and let dry. Using a sprayer or fogger
saturate all surfaces with a 1% solution of Virkong 8. Let air dry.

Virkong S may also be used to disinfect irrigation tanks and lines. Run a [% solution through the
svstem or soak equipment in a 1% solution. Let stand for ten minutes and flush system with clean
water after treatment.

Virkon,, S at 0.5-1%% solution is recommended for usc in fogging (wet misting) operations ar,as
a supplcmental measure cither before or after regular cleaning and disinfecting procedures: « déog
o o®e¢

(wet mist) until the area is moist using automatic foggers according to manufacturer’s use.® °¢
. . . . ~ . (X} L]
directions. Rinsc foggers and sprayers with water following use.

AQUACULTURE cosees .:

Virkony, § is intended to disinfect inanimate environmental surfaces associated witheaguacultute
including vehicles, nets, boc © wadecrs, dive suits, hoses, brushes and other similar cquipmel:lf.::-
Virkony, § may also be used in foot dips. Virkon, S must not be applied dirc _ to water. o

[ ] ® ©
ee o0
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Page 10
INSTITUTIONAL AND SERVICE FACILITIES
(FHIUMAN HEALTH)

CONTROLS: Human Immuno-Deficiency Virus (L. +') Type 1 (on hard, non-porous surfaces),
Streptococcus pyogenes, Campylobacter pyloridis, klebsiella pneumoniae, Escherichia coli,
Salmoneila typhimurium, Salmonella choleraesuis, Pseudomonas acruginosa, Staphylococcus
aureus, Staphylococcus epidermidis, and Candida albicans. (OPT.)

With Virkong S, only one product is needed to clean and disinfect all surfaces except acid-
sensitive surfaces such as copper, brass, or aluminum. Do not use Virkon § on these acid-
sensitive surfaces. Avoid splashing Virkong, S solution on textiles or carpets. Virkon,, S may be
used on carpeting or other textiles only it area is tested for color fastness before usc and treated
area vacuumed when dry.

Cleaning and Disinfecting Non-Food Contact Surfaces: Remove gross dirt and use 1.0% Virkon, S
solution prepared according to the Dilution Chart below. /. __y to surface using a mop, sponge,
brushes or spray device until the surface is visibly clean. Air dry. In cases of fungal or viral
contamination of non-food contact surfaces, follow these instructions substituting a 2.0% Virkon,,
S solution.

Sanitizing Toilet Bowls: After flushing, sprinkle | oz. Virkon,, S powder around the bowl, scrub with
a brush, and leave for 10 minutes, Flush.

Cleaning and Disinfecting Manikins Used in CPR Training: Manikins should be cleaned as soon as
possible at the end of each class to avoid drying of contaminants on surfaces. Disassemble the
manikin as directed by the manufacturer's instructions. Thoroughly wash all internal and external
surfaces and reusable protective face shields with a brush using a 1% Virkon,, S solution. Let stand
for 10 minutes and rinse with potable watcr.

Cleaning and Disinfecting Hard, Non-porous Surfaces Suspected of HIV Type 1 Contamination:

Cover heavy spillage of body fluids with Virkon, S powder. Let stand for 10 minutes. and then scoop
into plastic bag. Treat bag and its contents as infectious medical waste. Prepare 2% Virkong, S
solution according to the Dilution Chart. Apply to surface to be treated using a mop. sponge, brush
or spt _ device until the surface is visibly cle:  Airdry.

EMERGENCY RESPONSLE AND ON-SITE CLEANUP

Cover heavy spillage of body fluids with Virkong S powder. Let stand for 10 minutes, and thep,s;,pop

into plastic bag. Treat bag and its contents as infectious medical waste. *enve
i
Prepare 2% Virkony S solution according to the Dilution Chart. Apply to surface to,bg treate;i.using
a mop, sponge, brush or spray device until the surface is visibly clean. Airdryy ° ¢ RIITN
R
sores ‘oo e

STLH\A( AND DISPOSAL aeand
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I A
STORAGE: Store in a cool. dry place in tightly closed container away from children. Always
replace lid after use.

DISPOSAL: Wash empty container thoroughly and dispose in trash. Do not mix this product
with other chemicals

— ——
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v RESULTS

Note: The study reports are not completely legible; the MRIDs are labeled “best
available copy.” PSB has made every effort to transcribe the information accurately.

No +/Total No. Tested
WRID Organism Lo Vo. Lot No. Lot No. Viability
Number 01809160 | 02809160 | 03809160 | (CFU/
carrier)

410574-10 Escherichia coli 0/10 0/10 — not legible
Klebsiella pneumoniae 0/10 0/10 — 29 x 10°
Staphylococcus epidermidis 0/10 0/10 — 9.3x10*
Campylobacter pyloridis 0/10 0/10 — not legible

Streptococcus pyogenes 0/10 0/10 — 4.1 x10°
Salmonella typhimurium 0/10 0/10 — not legible

Candida albicans 0/10 0/10 — 3.7 x 10

410574-11 Pseudomonas aeruginosa 0/60 0/60 0/60 1.5x 10°
1.8 x 10°

3.7x10°

Staphylococcus aureus 0/60* 0/60 0/60 7.2x10*

1.3x10°
not legible

Salmonella choleraesuls 0/60* 0/60 0/60 1.6 x 10°

4.2x10°

1.6 x 10°

* The Lot Number in the Results Table in the MRID was identified as Lot No. 01809106.
PSB assumes that this is a typographical error.

Vi CONCLUSIONS

1. The submitted efficacy data (MRiu No. 410574-11) support the use of a 1% solution
of the product, Virkon S, as a disinfectant with bactericidal activity when tested against
Pseudomonas aeruginosa, Staphylocu..cus aureus, and Salmonella choleraesuis in the
presence of a 5% organic soil load (calf serum) and 400 ppm hard water on hard, non-
porous surfaces for a contact time of 10 minutes. No growth was observed in the
subcultures of the carriers te~*~ against three lots of the product. The dried carrier
counts (where the reported da.a were legible) were at least 10 CFU/carrier. Controls
behaved as expected. Neutralization verification testing showed positive growth of the
organisms.
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DATE OUT: 30/NOV/00

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Manufacturing Use { ], End Use Product [x]

BARCODE No.: D270554 EPA RE IVED DATE:_ 04/20/94 Reg./File Symbol No.: 62432-1
PRODUCT NAME: Virkon S MRID number: 405815-01_-02, -03
COMPANY NAME: Antec International. Lid Action Code:_674
P

FROM: Maria Rivera Piansay, Chemist L‘b 1}”""‘""" =)

Product Chemustry Team i Befev

PRB/SRRD (7508(C)
TO: Veromca Dutch, CRM

Product Reregistration Branch
Special Review and Reregistration D -ision (7508C)

INTRODUCTION:

Antec Intcmational, Ltd. submitted a CSF for the basic formulation dated 09/07/94, a product label EPA received
10/04/94, and product chemistry data in MRID numbcrs 405815-01, 405815-02, 405815-03. The registrant is
requesting FIFRA Scction 4 reregistration of Virkon S, EPA Reg. No. 62432-1.

A Reregistration Eligibility Decision (RED), Case number 4072, was issued in December of 1993 for the
Technical Grade Active Ingredicnt (TGAI), Peroxy Compounds, which includes the active ingredients Hydrogen
Peroxide, Peroxyacctic Acid, and Potassium Peroxymonosulfate Sulfate. The generic data base supporting the
reregistration of the Peroxy Compounds for the eligible uses specified in the RED, has been reviewed and found to
be substantially complete.

FINDINGS:

1. For most of the physical and chemical properties, the data submitted do not support the reregistration
requircments for the subject product, becausc the data submitted are those of “Oxone Monopersulfate
Compound” (43% Triple Salt, Oxonc), rather than the data for “Virkon S”. The registrant should be
advised to submit product-specific data for the following: Color (830-6302), Physical state (830-6303),
Odor (830-6304), Oxidation/T" "uction: Chemical Incompatibility (830-6314), Flammability/Flame
Ext  ‘on (830-6315), Explod lity (830-6316), Viscosity (830-7100), if product is a liquid,
Description of Formulation P zss (830-1650), Discussion of Formation of Impurities (830-1670),
Enforcement Analytical Method (GRN 830-1800), and the ong-year, room tempcerature Storage
Stability (830-6317) and Corrosion Characteristics (830-6320). The registrant may submit waiver
requests if any of these studies do not apply to the product and/or they may cite MRID numbers or studics
that would support this product.

2, Comments on the CSF and the label will be deferred until all product chemistry data have been reviewed.

CONCLUSIONS:

After resolution of Findings 1 and 2, the registrant will satisfy product chemistry data requirements for the
reregistration of Virkon S. EPA Reg. No. 62432-1

Reviewer and Central File (EPA Reg. No. 62432-1)
7S08C:SRRD:PRB:CM-2: M.R.P.: (30/NOV/00):703-308-8063:, < 62432-1>
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January 19, 2001

Ms. Linda Propst, Chicf

Product Reregistration Branch, SRRD
US EPA

Washington, DC 20460

Subject: EPA Reg. No. 62432-1; Your Letters Dated December 18, 2000; Review of Product
Chemistry Data; Review of Acute Toxicity Data

Dear Ms. Propst:

Thank you for your letters of December 18 noting deficicncies in the product chemistry and acute toxicity
data supporting reregistration of Virkon S (EPA Reg. No. 62432-1). The previous Agent for Antcc
International Ltd.. Dr. Alan Wagner. apparently cited data on the principal ac ingredient, potassium
peroxymonosulfate, in his last filing rather than on the formulation itself. Sincc that filing, 1 have replaced
Dr. Wagner as Antcc’s Agent.

When the original application for registration of Virkon S was submitted, Antcc’s US distributor, a
subsidiary of A.H. Robins Corporation, took responsibility for collecting the necessary data and gaining
registration. Antcc was supplied with copies of some of the registration documents but none of the
underlying data. In 1992, Antec terminated its agrecment with its distributor and the registration was
transferred to Antec. At that time. it was the parties” intention to transfer data rights but that did not occur.
Since Antec posscsscd no copies of the original product chemustry and acute toxicity data and had no role
in collection of this data, Dr. Wagner was apparently not aware of its existence.

In the meantime, 1 had become aware of the existence of product-specific data as T prepared an application
for registration for a product identical in formulation. Virkon (EPA Reg. No. 62432-2). The attached data
matrix now references this data on the Virkon S formulation. Because Antec does not possess copics of the
data itself, T am unable to dctermine which product chemistry informution is contained in each ot the two
product chemistry submussions previously made. Consequently I have refercnced both MRID numbcrs for
cach data requirement. 1 would be happy to revise the product chemistry portion of the data matrix if you
can provide me with guidance in doing so based on your review of the actual documents.

Let me know if you have any questions regarding this submission or if T need to supply additional eees

information, feee
L *
(A X E RN J
i L ]
Smcel’ely, seveve .
[ ] * @
° * o o o
I EXNEX] [ 3] ee
..C. [ ) L
200008
. [ A N XN} [ Z
T. Jeffrey Jones. Agent cones” .
Antee International Lid. cese
Enclosurcs Teees’
» [ ]
[ X BN R X ]
L ]
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Please read Instructions on reverse before completing form,

APPLICATION FOR RE-REGISTRATION

Form Approved, OMB No_2070-0060_ Approval expires11-30.93

Antec International, Ltd

(o)),

United States Environmental Protection Agenc = . OFP I|dentfier Numbar
(A) Office of Pesticida Programs (H7505C) Registration
v’ Washington, DC 20460 Amendment 1 9 l O 2 1
\ Application for Pestic.Je: Other
Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
62432 Ms. Ruth G. Douaglas
4. Company/Product (Name) PM# D None [:] Restricted
VIRKON S 32
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(¢)(3)

my | duct is similar or identical in composition and labeling

. s 1o:
Chilton Industrial Estate ?
Sudbury, Suffolk C010 6XD
EPA Reg. No.
ENGLAND * B
Check if this is a new address Product Name
Sectlon!|
Amendment - Explain bolow '2"8' am}t:nilra:::;én response to
gancv
Resubmission in response to Agency lotter dated “Mo Too" Applicatio
8 | 00 ¥ n.
otification - Explain below,
tlicafion - Explain below x | Other - explain balow.

Application for Reregistration

Registration 62432-1 (RED)

| Data Reguirements 40 CFR 158,160 Guideline 91-2 (attached)

Section Il

Explanation: Use additional page(s) if necessary. (For section | and Section Ii.)

Peroxy Compounds, Case # 4072-EPA Product

1. Materlal This Product Wil Be Packaged In:

Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yes® Yes Yos Metal
B - X |Plastic
No No No Glass
P
It “Yes,” No. per if *Yos,* No. per O;p:r{(Specify;
riification must be Unit Package wgt. container | Package wgt. container
mitted. L : :
®Location of Net Contents |nformation 4. Size(s) of Retail Container £. —.——.Jon of Label Direcuons
2.5 Kg} On Label
[ ] Label ] container 5.0 Kg., 25 Kg., 35 gr On Labeling accompanying product
6. Manner In Which Label |Is Aftixed To Product Lithograph L -
Paper gluod Oher (Pressure Sensitive )
Stendiled
Sectlon |V
1. Contact Print (Complele items diractly balow for identification of individual to be contacied, if necessary, o process this apphcalion.)
Name Title Telephone No. {Inclide Area Code}
. [ L M. M5, .
O-ROA~LR CO&‘\ .Y \M Manager, Regu itory Affalirs
Alan R. Wagner, D.V.M., M.S. hgent for Ant Internatﬁonal,(4“7)344_9803
Certlfication Ltd. 6. Late Application
1 certify that the stataments | have made on this form and all attachments thereto are true, accurate and complete. Recervod
I acknowledna that any knowingly false or misloading statement may be punishable by fine or imprisonment or {Stamped)
bathund _ plcable law.
2. Signature 3 Tide 1
Manager, Regulatory Affairs
. U DM, M. S / i
OLaR ODaﬁ ) Agent for Antec intvernational}
4 Typed Name 5 Date Ltd.
183
| Alan R. Waqn 7 wnscembeﬁwr—J% 4
T Caeem AGTIA.4 (Dou 472.QM) Pravinus aditions sre obsoletle, ite - PA File Copy (original) Yclow  Applicant copy




DATA REQUIREMENTS 40 CFR 158.160, ¢ IDELINE 91-2

° Use Dilution Test

® Virucidal Eficctiveness Test

° Fungicidal Efficacy of virkon S
® Fﬁnqicidal Efficacy of virkon S
‘ o Fungicidal Efficacy of virkon §

o Primary Registration AOAC Use-
Dilution on virkon S Powder

®© pisinfectant Screening Testing
AOAC Use Dilution Test

e The Evaluation of the =Zfficacy
of VirKon S Against Ciostridium
perfringens (vegetative cells)
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Page
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VOLUME

VOLUME

VOLUME

VOLUME

VOLUME

VOLUME

VOLUME

VOLUME

CONTENTS

I - USE DILUTION TEST ..c.ececacccscas

ITI - VIRUCIDAL EFFECTIVENESS TEST ...

III - FUNGICIDAL EFFICACY OF VIRKON S

IV - FUNGICIDAL EFFICACY OF VIRKON S

V - FUNGICIDAL EFFICACY OF VIRKON S .

VI - PRIMARY REGISTRATION AQAC USE-
DILUTION ON VIRKON S POWDER ....

VII - DISINFECTANT SCREENING ' ISTING
AQAC USE DILUTION TEST ...c.caes

VIII - THE EVALUATION OF THE EFFICACY

e & a0 0 00 o

OF VIRKON S AGAINST CL' ;TRIDIUM

PERFRINGENS (VEGETATIV. CELLS)
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Renae Whitaker To: Emily Mitchell/DC/USEPA/US@EPA
. ce:
\ 12/18/02 02:51 PM Subject: Virkon S; EPA Reg. No. 62432-1; Notification/amendment

Emily this if FY!

- Forwarded by renge Whitaker/DC/USEPA/US op 12418702 0250 PV -

Jeff Jones To: Renae Whitaker/DC/USEPA/US@EPA
<jjones@delta-ac.com cc: Adam Heyward/DC/USEPA/US@EPA
> Subject: Virkon S; EPA Reg. No. 62432-1; Natificatian/amendment

12/18/02 02:25 PM

Renae:

Thanks for your call this morning. | understand that you've decided to treat our recent filing as a minor
. amendment rather than a notification.

Sinc 1 made the filing | have reviewed PR Notice 2002-1 and note that the Agency classifies two bacteria
| pre-osed to add to the label, bacillus cereus and erysipelothrix rhusiopathiae, as public health pests.
Accordingly, | am prepared to remove those organisms from our proposed label. Let me know if you
would like me to submit a revised label making those changes.

Thanks for your assistance.
Best regards,

'ff Jones

< 2lta Analytical Corporation
7910 Woodmont Ave, Suite 1000
Bethesda, MD 20814
jjones@delta-ac.com

301 652 5495

301 652 5408 Fax
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Novcember 26, 2002

Mr. Adam Heyward, PM #34
Antimicrobials Branch

US EPA

Washington, DC 20460

Subject: Virkon S; EPA Reg. No. 62432-1; Notification of Additional Pests and Label
Changes in Response to Agency [.etter Dated 17 Scptember 2002
Dcar Adam:

Enclosed please {ind the following documents pursuant to a notification of additional pests and
label changes in response to Agency letter dated 17 September 2002:

. Application for Pesticide Registration (EPA Form 8570-1)

. Proposed Product Tabel (5 copies with proposed changes highlighted)
. Current Stamped Label

. Agencey Letter Dated 17 Scptember 2002

You will note that in addition to proposing new pests (highlighted) to add to the label, I have
reformatted the list of pests removing the catergories bovine, swine, poultry, etc. and placing the
listed pests in alphabetical order. As rcquired by PR Notice 98-10, to the best of my knowledge
none of the added pests are a threat to public health pests or subjcct 1o quarantine by APHIS.

The proposed labcl also has been modified as you requested in your letter of September 17, 2002
as discussed below.

Comment #1: The label has becn modified to include a reference to HIV Type | and that efficacy
was demonstrated on hard non-porous surfaces. s .

Comment #2: The label has been modified to make clear that Virkon is effective on all sﬁffa.c:es

cxcept acid-sensitive surfaces. . evesss
M
Comment #3: Specific microorganisms are listed in the section discussing the animal, zoonotic.  *°+°°¢
i N . , . , ~ * LA ae
and plant pathogens against which Virkon S is effective. “es’es ssese
L ] ..:. L] *
LE X X ]
[ ] L ]
esoa
e L]
[ ] L ] »
- e
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Comment #4: The levels of hard water (400 ppm AOAC hard watcr) and organic matenial (5%
have becn added to the label.

Comment #5: Instructions for treating surfaces suspected of HIV contamination have becn added
in the Institutonal and Service Facilines (Human Health) section of the label drawing from
previously approved language in the Emergency Responsc and On-site Cleanup section.

Comment #6: As the label now explains those sections marked *“(OPT.)” arc optional and may be
included on marketplace labels at Antec’s discretion.

Comment #7: The dircctions for cleaning and disinfecting food contact surfaces have been
removed.

Comment #8: The directions call for flushing the toilet before adding Virkon S and take into
account the amount of water in the bow! in determining the appropriate dilution factor.

I.ct me know if you have any questions rcgarding this submission or if T need to supply additional
mformation. Thanks for your assistance.

Sinccerely,

T. Jeffrey Jones, Agent
Antec International [.td.
Enclosurcs
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DELTA
ANALYTICAL
CORPORATION

March 22, 2002

Mr. Adam Heyward. PM #34
Antimicrobials Branch

US EPA

Washington, DC 20460

. re: Virkon S; EPA Reg. No. 62432-1; Data Submission
Dear Adam:

Enclosed please find the following data submitted in support of amendment of the Virkon S label
to add an HIV claim:

o Volume 1 of 1
10 Minute Inactivation of Human Immunodeficiency Virus Type 1 by Virkon S

MRID# 45637101

If you have any questions regarding this submission, please contact me as soon as possible.

. Sincerely,

® (e i<

T. . >ftrey Jones. Agent
Antec International Ltd.

SN YWoodment Avenue Sale (000 Bethesda, Mary.and 20814

(3011832 5495 TAX (3011832 5408 230
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June 17,2002

Mr. Adam Ileyward, PM #34
Antimicrobials Branch

US EPA

Washington. DC 20460

Subject: Virkon S; EPA Reg. No. 62432-1; Revised Amendment
Dear Adam:

Following up on our telephone conversation today. I am submitting a revised label in conjunction
with an amendment proposal | originally submitted on March 21, 2002. After that amendment
was submitted, | submitted a notification to correct typographical and printing errors on April 19,
2002. As [ mentioned at the time, | viewed this notification as unnecessary. but at least onc state
took a contrary position. You accepted this notification by letter date May 8, 2002. The revised
label | am submitting today incorporates the changes made by notification into our carlier
substantive amendment proposal.

This submission includes:

. Application for Pesticide Registration (LPA Form 8570-1)
. Revised Product Label (5 copies with proposed changes highlighted)

'The substantive changes in the label arc highlighted and I'm also attaching a onc-page summary
of the changes that were carlier accepted by notification.

Let me know if you have any questions regarding this submission or if 1 need to supply additional
information. Thanks for your assistance.,

Sincerely, soes
) *es” o
(EE R KN ] L
¢ « u
- . [E AR XK )
I'. Jeftrey Jones, Agent seete *
. [ N ) e
Antec International Ltd. veoes ®e’e
Enclosures essee’ .
apos
H
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April 19, 2002

Mr. Adam Heyward, PM #34
Antimicrabials Branch

US FPA

Washington, DT 20460

Subject; Virkon %: EPA Reg, No, 62432-1; Notification of Correction of Typographical
Errors
Dear Adam:

Enclosed please find the following documents pursuant to a notification of the correction of
typographical crrors on the Virkon 8 label.

. Application for Pesticide Registration (EPA Form 8370-1)
. Proposed Product Label (5 copies with proposed changes highlighted)
. Current Stamped Label

To expedile your review [ have attached a short summary of the proposed changes.

Let me know if you have any questions regarding this submission or 161 need to supply additional
information. Thanks for your assistance.

[

1. leffrey Jones, Agent .
Amntec International Lid. rans
Eneclosures sesses .
FA10 :
-
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December 26, 2001

Mr. Adam Heyward, PM #34
Antimicrobials Branch

t'S EPA

Washington. DC 20460

Subject: Virkon S: EPA Reg. No. 62432-1: Amendment to Combine Directions for Use
Text to Save Space

Dear Adam:
Enclosed please find the following documents in support of an amendment to the Virkon S label

to combinc directions for use text adapted from text requested in your letter of September 19,
2001.

. Application for Pesticide Registration (EPA Form 8570-1)
. Proposed Product Label (5 copies with proposed changes highlighted)
. Current Stamped Label

If vou recall we discussed these changes by telephone and yvou approved combining the Farm
Premiscs and Poultry House sections to save space as most of the text was identical m the two
sections. You also agreed that it was advisable for me to resubmit the label for stamping to avoid
confusion when the individual States reccive copies of EPA-approved labels. Asam in the
process of sending thesc labels to the States for annual renewals, [ would appreciate your
stamping and returning the label as soon as possible.

Let me know if you have any questions regarding this submission or if | need to supply additional
information. Thanks for your assistance.

Sincercly, E...:.
*0 L ]
e “eet
o000 L]
L * o
L ] [ ) e L ]
IR X NN : ....
T. Jeffrey Jones., Agent Teet e .
Antec International Ltd. °*tc. 0
aedee
Enclosures ..:.
o000
- L ]
sSeDeOS
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August 28, 2001

Mr. Adam Heyward, PM #34
Antimicrobials Branch

US EPA

Washington, DC 20460

Subject: Virkon S; EPA Reg. No. 62432-1; Amendment to Add Usc Sites: State of North
Carolina

Dear Adam:

Enclosed pleasc find the following documents in support of an amendment to the Virkon S
registration to add new use sites related to Foot and Mouth Discase Virus:

. Application for Pesticide Registration (EPA Form 8570-1)
. Proposcd Product Label (5 copics)

The proposcd amendatory language 1s highlighted. These use sites, gathered under the heading
“Emergency Disease Control,” were requested by Meg Scott Phipps, Commissioncr of the North
Carolina Dcpartment of Agriculture and Consumer Scrvices in a letter to the Agency dated April
16, 2001 [attached]. | understand that Lec Davis of Ms. Phipps staff has contacted you
independently to discuss this request.

Let me know if you have any questions regarding this submission or if I need to supply additional
nformation. Thanks for your assistance.

Sincerely,

T. Jcffrey Jones, Agent ‘aves’
Antec International Ltd. L.
Enclosurcs cavene e
ce; Jeff Kempter (cover by facsimile only) et et
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For further review of the labeling results, pleas= refer to the Efficacy Evaluation dated
March 19, 1998.

If you have further questions, please contact Michelle Wingfield at (703) 308-6349 or
LaVerne Dobbins at (703) 308-6378.

) .
/¢ v/ Adam Heywara
! J
M'H Product Manager (34)
( ) Regulatory Management Branch I1
' Antimicrobials Division (7510W)

®
o

Enclosures: DIS/TSS(s) 1,2,3,7and 9
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are all human health related microorga .sms and reguire the
submission of efficacy data tc supp~~t the claims.

2. If the registrant wishes to make claims against Bacillus
sp spores, the data must be developed in accordancc with the
D1S/TSS5-9 encleosure, which outlinres the dala requirements for
sporicidal products.

3. Al. other claims against vegetative bacteria and
viruses, must submit data in accordance with the DIS/TS3 1,2, and

7 enclosures.

4. Until the re 'red data nas been submitted to support

.he label claims agail the microorganisms listed in number 1
above, those microorganisms must be removed from the label.
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activity of the germicide (ID-50 of the virus control less the ID-50 of the
test system), erx~ressed as log,, a~-! c..culated by a statistical method
(Reed and Muencn, 1938; Litchfielu and Wilcoxon, 1949; as examples).

(vii) For virucidal data to be acceptable, the product must demonstrate
complete inactivation of the virus -* all dilutions. When cytotoxicity is
evident (as in att..hed tables) at le.s5t a 3-log reduction in titer must be
demonstrated beyond the cytotoxic level. The calculated viral titers must
be reported with the test results.

A typical laboratory report ¢ Ile test with gne virus (recovered from a treated
irface) involving a tissue cu..ui, uierefore, would include the details of the methods

einployed and the information in the attached tables.

Claims of virucidal activity fo | product must be restricted to those viruses which
have actually been tested. Separate studies on two batches of product are required
for each virus.

References

Litchfield, J. T., Jr., and F. Wilcoxon. 1949, A simplified method of eval-
uating dose-effect experiments. Jour. Pharma :xp. Therapy, 96: 99-113.

Reed, L. J., and H., Muench. 1938. A simple method of estimating 50 per cent
end-points. Amer. Jour. Hygiene, 27: 493-497.
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Table lI-Calculation of the 11ssue Culture Infective Dose 50 (TCID;)

ccumulated Values
Vir No. infected/ No. No. not No. No. not No. infected/ per cent infected
dilut No. inoculated infected infected infected infected No. inoculated
inocl ted
10" 4/4 4 0 24 0 24/24 100
102 4/4 4 0 20 0] 20/20 100
103 4/4 4 0 16 0 16/16 100
10 4/4 4 0 12 0 12/12 100
108 4/4 4 0 8 0 8/8 100
10°% 3/4 3 1 4 1 4/5 _ 80
10-7 1/4 1 3 1 4 1/56 20
10°¢ 0/4 0] 4 0 8 0/8 0
TCIDg, = 1085
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Table lll-Calculations of the 1..-ue Culture Lethal Dose 50 (TCL )

Accumulated Valyes

Virus No. toxic/ No. No. not No. No. not No. toxic/ percent toxic
dilution No. inoculated toxic toxic toxic toxic No. inoculated
inoculated
10" 4/4 4 0] 9 0 9/9 100
102 4/4 4 0] 5 0 5/5 100
1073 1/4 1 3 1 3 1/4 25
10* 0/4 0] 4 0] 7 0/7 0
10° 0/4 0] 4 0] 11 0/11 0
10°® 0/4 0] 4 0 15 0/15 0
10-7 0/4 0] 4 0] 19 0/19 0
108 0/4 0] 4 0] 23 0/23 0]
TCIDg, = 10?7

Therefore: Virus inactivation = TCID,, - TCLD,, = 10%% log 10

Claims for virucidal activity for a product must be restricted to those

viruses which have actually been tested.
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Total proven antimicrobial with broad spectrum activity and fast acting formulation for cleaning and
disinfection in a single operation.

DIRECTIONS FOR USE
Federal law prohibits use of the product in a manner inconsswent with its labeling.

VIRKON § at 1% (1:100) solution i _enerally suitable for cleaning and disinfecting. This powder
formula is easily diluted for use in manual or machine operations.

POULTRY PRODUCTION/RATITE PRODUCTION
VIRKON S is recommended for use in hatcheries, in chicken houses, in Ratite production and
processing plants.

[ATCHERIES:; VIRKON S a % (1:100) solution is generally suitable for cleaning and
disinfecting hatchers, setters, evaporative coolers, humidifying systems, ceiling fans, chicken houses,
transfer trucks, trays and plastic chick boxes (use 2% solution for Mycoplasma and 3% solution for
Aspergillus fumigatus). After contact for ten minutes rinse with potable water.

BROILER/BREEDER HOUSES:

Remove manure and litter and spray floors, ceilings and side walls with VIRKO! 3 at 1% (1:100).
Thoroughly wash waterers and feeders with a 1% (1:100) solution of VIRKON L (use 2% solution
for Mycoplasma and 3% solution for Aspergillus fumigatus) \fter contact for ten minutes rinse with
potable waler.

AIR SANITIZING: Use VIRKON § at 1% (1:100) solution. Fog the atmosphere until surfaces are
moist.

VIRKON S is recommended for use in fogging (wet misting) operations for aerial disinfection as an
adjunct either preceding or followin ‘egular cleaning and disinfecting procedures in the presence of

poultry.

SITE SECURITY: To avoid introduction of infection onto a farm or transfer of infection from house
to - 1e, use Virkon S at 1% (1:100) for foot baths, wheel dips and vehicle sprays.

VIRKON S at 1% (1:100) is suitable. Fog (wet mist) unti he area is moist using automatic wet
foggers according to manufacturer’s use directions.

PROCESSING PLANTS: | lisinfecting and cleaning walls, ceilings, and floors, spray at a dilution
of 1% (1:100).

VIRKON § passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5%
(1:200) in the presence of 200 ppm hard water.

-2-
340



341



Total proven antimicrobial with broad spectrum activity and fast acting formulation for cleaning and
disinfection in a single operation.

DIRECTIONS FOR USE
Federal law prohibits use of the product in a manner inconsistent with labeling.

VIRKON 8§ at 1% (1:100) solution is generally suitable for cleaning and disinfecting.

Add the contents of one packet (1.3 ounces) to one gallon of warm water. Solutions are stable for 7
days. Ten (i0) minufes is maxim  necessary contact time. One (1) gallon of solution is sufficient to
treat 135 sq. fi.

EQUINE APPLICATION

VIRKON S is recommended for use in transportation of equine to and from race tracks, show rings
and other equine events involving the exposure to large populations of horses, potentially harboring
contagious or infectious disease entities, VIRKON 8§ is for cleaning and disinfection of all surfaces,
equipment, utensils, instruments and stables at 1% (1:100).

For Topical Use on Animal: Shampoo infected area with VIRKON § using a clean sponge. Rinse
with clean water. Apply three times a day then repeat as necessary. Stables, Horse Boxes, Tack
Equipment and Feed Rooms: Thoroughly dry clean. Then wash the arca manually or with pressure
washer with a 1% (1:100) VIRKON S. Rins¢ th clean water. Blaokets and rugs: Shampoo by
haud or spray lightly with a hand-sprayer and leave (o dry. Shake or vacuum to remove residue.
Aerial spraying to controt airborne diseases. By using a knapsack sprayer with fine setting or a
VIRKON S SPRAY APPLICATION SYSTEM which automatically sprays the area. Spray for 2-3
minutes twice daily, first thing in the morning and last thing at night.

SHAMPOO: Regular shampooiog with VIRKON (1:100) will clean and protect your horse or pony.
VIRKON produces a good lather and may be used as with any shampoo.

TACK CLEANING: Using a sponge wash until visibly clean. Rinse in clean water. Sponge with
regular tack cleaning soap.

INITIAL STABLE DISINFECTION: Dry clean, ie, remove bedding and brush out. Thoroughly
wet clean all surfaces manually or with a pressure washer. All  to dry. Re-introduce bedding.
DAILY STABLE DISINFECTION: Spray stable twice daily with or without the horse present for 2
perfect disease free environment,

BLANKETS, RUGS, BANDAGE WASHING: Use as with any washing powder in a domestic
washing machine or shampoo by hand. Rinse and allow to dry.

AIR SANTTIZING: Use VIRKON at 1% (1:100) solution. Fog the atmosphere until surfaces are
moist.

VIRKON § is recommended for use in fogging _ 1 misting) operations for aerial disinfectiod awedn
adjunct either preceding or following regular cleaning and disinfecting procedures in the prmﬁggg of

animal, «
seae

SITE SECURITY: To avoid introduction of infection onto a farm or transfer fipm holise to house,
use Virkouo S at 1% (1:100) for foot baths, wheel dips and vehicle sprays.
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(EQUINE PRODUCTION CONTINUED)
VIRKON S at 1% (1:100) is suitable. Fog (wet mist) unti) the area is moist using automatic wet
foggers according to manufacturer's directions.

VIRKON S passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5%
(1:200) in the presence of 200 ppm hard water.

AIR SANITIZING: Use VIRKON at 1% (1:100) solution. Fog the atmosphere until surfaces are
moist.

VIRKON 8§ is recommended for use in fogging (wet misting) operations as an adjunct either
preceding or following regular cleaning and disinfection procedures in the presence of animals.

VIRKON S at 1% (1:100) is suitable. Fog (wet mist) until the area is moist using automatic wet
foggers according to manufacturer’s use directions,
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Total proven aotimicrobial with broad spectrum activity and fast acting formulation for cleaning and
disinfection in a single operation.

DIRECTIONS FOR USE
Federal law prohibits use of the product in a manner inconsistent with its labeling.

VIRKON S at a 1% solution is generally suitable for cleaning and disinfecting.

BOVINE PRODUCTION

VIRKON S is recommended for barns, milking parlors, maternity and calfing pens and associated
equipment, quarantine, feedlot arcas, loafing and holding pens, sheds, other areas and materials
required for maintaining bovine health programs.

AIR SANITIZING: Use VIRKON S at 1% (1:100) solution. Fog the atmosphere until surfaces are
moist.

VIRKON S is recommended for use in fogging (wet misting) operations for aerial disinfection as an
adjunct either preceding or following regular cleaning and disinfecting procedures in the presence of
animals,

SITE SECURITY: To avoid introduction of infection onto a farm or transfer of infection from
house te house, use VIRKON S at 1% (1:100) for foot baths, wheel dips and vehicle sprays,

VIRKON 8§ at 1% (1:100) is suitable. Fog (wet mist) until the area is moist using automatic wet
foggers according to manufacturer's use directions.

PROCESSING PLANTS: For disinfecting and cleaning walls, ceilings and floors spray at a dilution
of 1% (1:100).

VIRKON S passes the AOAC germicidal and detergent sanitizer test at a concentration of 0.5%
{1:200) in the presence of 200 ppm hard water.
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Total proven antimicrobial with bread spectrum activity and fast acting formulation for cleaning and
disinfection in a single operation.

DIRECTIONS FOR USE
Federal law prohibits use of the product in a manner inconsistent with its labeling.

VIRKON S at 1% (1:100) solution is generally suitable for cleaning and disinfecting.

COMPANION ANIMALS
Add 1.3 ounces of VIRKON S (v 1 gallon of warm water 1% (1:100). Solutions are stable for 7 Jdays.
Do not intmerse soft metal objects in Yirkon S for long periods (10 minutes maximum contact time).

VIRKON S is suitable for general use in veterinary practice facilities, particularly, where fecal,
urinary or body fluid contamination occurs.

SITE SECURITY: To avoid introduction of infection onto premises or transfer of infection from
house to house, use Virkon S at 1% (1:100) for foot baths, wheel dips and sprays.

YIRKON § For Dog And Cat Shampoo: Empty contents of one sachet into a bucket and fill with 1
gallon of water, Wash as with any shampoo and rinse with clean water.

VIRKON § For Kennel Disinfection: Thoroughly dry clean and remove bedding. Wet clean all
surfaces with a sponge or with a trigger spray, allow to dry and re-introduce fresh bedding.

VIRKON S For Blankets/Rug Wash: Use Virkon S instead of your current washing powder to clean
all rugs and blankets through your domestic washing machine.

VIRKON S For Grooming Kit/Toy/Feed And Water Bowl Cleaner: Using a sponge, wash utensils or
toys until visibly clean. Rinse in clean water.

VIRKON S For Daily Aerial Disinfection: Regular spraying with Virkon S solution will remove dust
and droplets from the atmosphere and destroy the infective organisms which they carry. Use your
trigger spray (or back-pack for larger areas) and spray a fine mist onto the area for disinfection,

VIRKON 8§ is Recommended for Budgies, Pigeons and Canaries Cages, Aviaries, Lofts and Dove
Shelters Disinfection: Thoroughly dry clean and remove any bedding. Wet clean all surfaces
otanually or with a trigger spray, allow to dry and re-introduce fresh bedding.

VIRKON S For Feeding naud Water Utensils: Using a sponge, wash any utensils until visibly clean
and rinse in clean water.
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Budgies, Pigeons and Casaries Continued

VIRKON § For Transportation For Kaciog Pigeons: Di__ses are transmitted very easily, especially
during transportation, [t is essential that vehicles are disi—“-cted before pigeons are trangported.
Wet clean all surfaces with Virkon 5 solution vsing a Back-l...k sprayer asd sllow to dry. Tlhis will
create a disease free environment for the pigeons to travel

YIRKON § is recommended for Rabbiis and Guinea Pig  [utch and Cage Disinfection: Thorpughly
dry clean and remove bedding, Wet clean all surfaces manually or with ¢ trigger spray, allow 1o dry
and re-introduce fresh bedding.

VIRKON 8 For Feed Bowl™W ater Bottle Cleaner: Using 4 sponge, wash bowls ontil visibly clean ani
ringe in clean water. Wash bottles thoroughly with Virkeo $ sohetion and rinse with clean water.

VIRKON 5 Daily Aerial Disinfe " v Using a trigger spray botile spray a fine mist of Virkon 5
solution oo the area for disinlecti Regular spraying with % __ton 5 solution will remove dust amd
droplets from the atmosphere and . __troy the infective organisms which they carry.

VIRKON S is Recommended for Hamsters, Gerbils and Mice Cage Disinfection: Thoereughly dry
clean and remove bedding. Wet clean all surfaces manwally or with a trigger spray, allow to dry and
re-intrpduce fresh bedding,

YIRKON 5 for Feed and Water Utensil Clénnang: See rabbits and guinea pigs.

YIRKON 5 for Daily Aerial Disinfection: See rabbits and gnines pigs.

VIRKON 8 is recommended for Reptiles an. .nsects Tank Disinfection: Empty tank of any waicr or
bedding and remove animal inte alternative habitat. Mix Virken S solution and vsing a sponge,

wash all sucfaces undil visibly clean, rinse with elean water, allow to dry and re-introduce fresh water
ar bedding and animal,
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DILUTION CHART

Quantity of ::
Final Solution 1% Solution 2% Solution — 08
~3 68
American ::
1 gallon 1.3 ounces 2.7 ounces ‘
10 gallons 13.4 ounces 26.7 ounces Brim full - contains This measure cap holds
50 gallons 66.8 ounces 133.5 ounces 7 ounces when filled level 17.5

ounces,

For DISINFECTING use a rate of 7.5 gallons/1000 sq. ft.
For CLEANING AND DISINFECTING use a rate of
15 gallons/1000 sq. ft.

PRECAUTIONARY STATEMENTS

HAZARDOUS TO HUMANS AND DOMESTIC ANIMALS

DANGER

Powder is corrosive. Causes skin burns and irreversible eye damage. Harmful if swallowed,
absorbed through skin, or inhaled. Do not get in eyes, on skin, or on clothing. Wear protective
clothing and rubber gloves. Avoid breathing dust. Wear goggles, face shield, or safety glasses. Wash
hands thoroughly with soap and water after handling. Remove contaminated clothing and wash
before reuse. Corrosive statement refers to powder only, not in use solution.

PRACTICAL TREATMENT

IF IN EYES: Hold eyelids open and flush with a steady, gentle stream of water for 15 minutes. Get
prompt medical attention.

IF ON SKIN: Wash with plenty of soap and water. Get medical attention if irritation persists.

IF INHALED or symptoms of coughiog, choking, or wheezing are troublesome, remove to fresh air
and seek medical attention,

IF SWALLOWED: Drink promptly a large quantity of water. Avoid alcohol. Get immediate medical
atteation.

L] L]
NOTICE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavagé®***

STORAGE AND DISPOSAL: Store in & cool dry place in tightly closed container. Keep outsope’
reach of children. Always replace lid after use. Wash empty container thoroughly gd $igpose of in®

trash, *
L X ] : [ X ] :
Manufactured by .”:: E-":'
Antec [nternational Limited renes® .
Windham Road, Chilton Industrial Estates o s
Sudbury, Suffolk C010 6XD, England “ecee’
Tel: (01787) 377305 Tele (01787) 987495 Fax: (0178) 310846 see o

EPA Reg. No. 62432-1-12281 EPA Est, No. 62432-1EN-001

9.
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03/20/98 Reference Files System Page: 1

Company Data Report

Company No.: 62432

Name: A....3C INTERNATIONAL LTD

Address: WINDHAM ROAD, CHILTON INDUSTRIAL ESTATE

SUDBURY, SUFFOLK, 00000
UK
Contact: FRANCIS AUCHINCLOSS Phone: (813) 424-5505
Agent: Y

Consortium: N
Undeliverable: N

. tive
Company Type - ¥Flag
‘ Establishment Y

\gent information

Name: FARNAM COMPANI 3, INC.
Address: 301 WEST OSBORWM
PHOENIX, AZ 8 13

Contact: DR. DOUGLAS H. 08Ss Phone: (602) 207-2108
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February 18, 1998

Mr. Adam Heyward, PM 34
Document Processing Desk (AMEND)
Office of Pesticide Programs (7504CW)
US EPA

401 M Street SW

Washington, DC 20460 0001

Re:  Virkon S; EPA Reg. No. 62432-1; Minor Label Amendment to Conform with
Agreement Dated February 9, 1998

Dear Adam:

Pursuant to our telephone conversation and agreement of February 9, 1998 (attached),
I am submitting three copies of revised labeling for Virkon S. You will note the
following changes from the November 17, 1997, draft label which we discussed on
the telephone:

s On page 2, column 1, we have replaced the term "Clostridial diarrhea”
with the species causing this disease, "Clostrid '
same listing we have corrected the spelling of

a On page 2, column 1, under Equine Fungi, we
Dermatophytosis (ringworm and Mud Fever) ¥ )
these diseases, Trichophyton spp.(Ringworm) and Trichophyton
spp.(Mud Fever).

s On page 2, column 2, under Viruses we have identified the virus
causing Egg Drop Syndrome as Egg Drop Syndrome Adenovirus.
- - h - - os »
: ....
s On page 5, we have removed the use pattern calling for topical use on
animals as this use has not been previously approved by USDA.
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s In addition to the changes previously discussed we have also added the

term, "Poultry,” to the headings for bacteria, viruses and fungi on page
2, column 2 to clarify these are pathogenic organisms specific to poultry.

Since the November 17 label has already been reviewed by Ms. Wingtield, [ am
hopetul this label can be stamped within a few weeks. T am enclosing a fax-back

Notice of Completeness Determination form as suggested in the proposed
Antimicrobial Procedural Rule.

If vou have questions or nced additional information, please contact me.

T. Jetfrey Jones, Agent
Antec International Ltd.

Enclosure

: .00. c.ot.:
2 et s
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DELTA
ANALYTICAL
CORPORATION

Facsimile Message

Total Ne. of Pages Including Crver 1

February 12, 1998

To: Connie Welch
From: Jeff Jones
Subj: Completion of Antec-Farnam Action
I received the signed versi—— of our agreemen ‘esolving the Antec-Farnam matter
this morning. You've mad iembers of our te-n in eastern En{"-nd, Phoenix, AZ,
a—~ kare in Bethesda ver 1appy today. T unks to you ana your colleagues,
Mucheie Wingfi-—* and Adam Heyward, for yc r kind assistance in concluding this

matter expeditiously in a manner that serves both the government’s and the
registrant’s best interests.

Best regards,

B NEK

cc:  Rick Auchincloss, Antec Int~—ational Ltd.
Doug Ross, Famam Comparues, Inc.

7910 Woodmont A jue  Suite |000 Bethesda, Maryland 20814
(3u1) 652-5495 FAX (301) 652-5408

TDTAL P.B1
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. FEB-U3-193H  17: 4, De = il T1CHL ol

DELTA
ANALYTICAL
CORPORATION

Facsimile Message

Totl No. of Pages Including Cover: 6

February 9, 1998 J

To: Connie Welch
Michele Wingfield

From: Jeff Jones

Subj:  Resolution of Antec-Farnam Matter; EPA Reg. No. 62432-1

Following up on our telephone conversation this afternoon I am attaching a letter
previously submitted to the Agency appointing me a "co-agent” with Dr. Wagner
for Antec matters.

I also attach an Agent letter covering Farnam Companies, Inc. activities on Virkon
S. Contrary to what I said in our telephone conve-<ation, Farnam will be handling
Virkon S under a distributor label. Accordingly . am also attaching EPA Form
8570-5 covering this distributor relationship.

Based on our discussions this aftermoon you have asked for the following
clarifications /changes on the November 17, 1997, version of the label:

a On page 2, colun ~ 1, under heading Equine Bacteria you have asked
that we add the »jeci-- causing Clostridial diarrhea; in the same
listing correct the spelling of "Gianders” to "Glanders."

a On page 2, column 1, under Equine ™ ingi, you have asked that we list
the fungi causing Dermatophytosis, voth ringworm and Mud Fever.

a On page 2, column 2, under Viruses you have asked us to identify the

virus causing Egg Drop Syndrome or list the entry as Egg Drop
Syndrome Virus if that is appropriate.

7910 Woodmont Avenue  Suite 1000  Bethesda, Maryland 20814
(301)652-5495 FAX (301) 652-5408
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Antec
Int=r ational Lid

American Regronal Office
7635 Ashiey Park Court

Fa/la Suite SO3F & G
Orlando
Flonda 32835
UsA

21 February 1997 Tel 1 407 290-1 127

Fax | 407 290-2755
Internet hitp:/Asnanas, antecint.com

Mr Robert Brennis

Acting PM 32 Antimicrobial Division
Office of Pesticide Programs (H7504C)
US EPA

401 M St SW

Washington DC 20460-0001

Re: Additional Agent for Antec International I.imited: Company Number 62432

Dear Mr Brennis

Dr Alan R Wagner is Antec’s agent of record for pesticide registration purposes with
£PA. He has worked with Antec for several years as we’ve submitted amendments for
our VIRKON S product. Historicall /TRKON § has been int  ied primarily for
agricultural uses.

Recently we have begun the process of amending our label to add institutional uscs. Jefl
Jones of Delta Analytical Corporation has been advising us with respect to these
amendments. From time to time, he needs to discuss issues with you and your colleagues
on our behalf For that reasc 1 would like to appoint him as “co-agent™ with Dr
Wagner, Dr Wagner will co...nuc as our primary agent and all mail correspondence
should continue to be directed to his address.

If you have any question, please contact me.
Sincerely

A A«JZML:. )

Francis Auchincloss

cC ) jones/dr wagner/tra/ra fa/la/epa delta co agent/02/21/97

Antec International leads the fight against disease worldwide
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3rd November 1997

Documnent Processing Desk (COADR)
Office of Pesticide Pragrams - H7504(
U S Environmental Protection Agency
401 M Street SW

Washungon DC 20460-00]

Dear Sorfiviadum
AUTHORISATION FOR REPRESENTATION/AGENT STATUS

Pursuatit w 40 CFR § 152.50(b)3!. we hereby designate the tollowing
coutpany as an authorised agent w act i behalf of our coppany with respect
(0 particular registration watters. reguiaied through e FIFRA {as wnended).
that may come before the Agency. The address of record for such mateers
will be:

EPA Company #62432
Antec International Ltd

c/e Farnam Companies . lnc
30) West Osborn

Phoenix AZ 85013

Contact: Dr Douglas H Russ

Phone#: 602/207-2108

‘I'nis authorisation will remain valid untl fuuthier uotice is given by cither our

Ccoulpany or Farnam Corupantes, luc.

¥ '1% L

‘,Jﬁ.. Antec Interndtivnal ' ‘nited @
pavesdig et T e AR Y EUN LYY B FENTR [ X, TV IPPE SRPIRE ST 14 SSwtohr - €YU ARU - UK AN
Teb wag "M 1TB7 3F7 208 - Far <G (TP T A Vel vy eeteidi i Bl wLT RIE R Lo (et sl e fOn
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Thank you for expediung this request. . you have any questions please feel
free To conract us

Yours faithfully

Ralph Auchincloss
Chicf Executive

cc Dr Doug Ross - Faruam

Ve N ,‘gpx farnar

(B AN ] [EEE TR sk ule hade Satla e T fCr
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[ ]indicates optional language
Page 6

A 1% solution of VIRKON-S is recommended to clean and disinfect areas associated with
bovine housing [stabling], hospital [quarantine] pens and feedlot facilities.

COMPANION ANIMALS

CONTROLS: Viruses Canine Parvovirus, Distemper, Leptospira canicola, Fcline parvovirus,
Feline herpes and Feline calicivirus. Bacteria of Staphylococcus aureus, Streptococcus .,ogenes,
Klebsiella pncumoniae, and Pseudomonas aerugzinosa; Fungi of Microsporum canis.

[APPLICATIONS:] A 1% solution of VIRKON-S is recommended as a “on step” cleaning and
disinfecting procedure for all surfaces, equipment, instruments, utensils and cages [caging
systems]within [associated with][ Veterinary Medical Hospitals,] [infections disease wards. ]
[quarantine areas,] [Humane Soc...y facilities, ] [laboratory animal quarter..,, grooming and
boarding facilities, kennels, catter__s and animal transportation vehicles.

Do not immerse metal objects in VIRKON-S for long periods - 10 minutes is maximum contact
time.

STORAGE AND DISPOSAL
STORAGE: Store in a cool, dry place in tightlv closed container away from children. Always
* ce Iid after use.
--0SAL: Wash empty container thoroughly and dispose in trash. Do not mix this product
other chemicals
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Monday, November*P?, 1997
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SEP 7

Antec International LTD.
c/o Dr Alan Wagner, DVM, MS
2821 River Park Dr
Columbus, OH 4322C

Dear Dr. Wagner:

Subject: Additional labeling claims
Virkon S
EPA Registrat..n Nc. 62432-1
Your resubmission of March 11, 1997

We have completed ¢ preliminary review of your application
and have determined that the application cannot ke processed
further for the following reasons:

1. The following studies are not Gu.deline Studies:

aj Investigation to Test the Effect of Prolonged
Spraying of Livestcck with VirKon-S MRID 442342-01

£l Trials in Poult - With A Sprayed Disinfectant-
Virkon-S MRID 442343-2

2. The following studies are Guideline Studies but thney
are not require to support the additional claims.

a) The Eye Irritation Study in the Rabbit
MRID 442420-01

b} Skin Irritation Corrosivity Study in the
Rabbit MRID 4424200-2

3. The additional animal claims you have added to your
lapeling must be approved by FCA.

4. Before the Agency can accept this product for drinking
water systems the product must be Certified by the National
Sanitation Foundation International (NSF International). You
must contact the followind person:

Mr. Dave Purkiss, General Manager
NSF International

D.C. Box 130140

Ann Arbor, Michigan 48113-0140
Phone: 313-769-0109

t
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In the future please highlight a label additions
and changes. If you have any questiowus concerning this letter
please contact Portia Jenkins at (703' 308-6230.

Sincerely yours,

AT W

Portia M. Jenkins

Acting Product Manager (34)
Regulatory Management Branch II
Antimicrobials Division (7510W)
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We are anxious to respond to your letter of March 7. 1996 and to amend our resubmission of VIRKON S
Master Labeling in accordance with your comments and would apprectate your counsel and advice
concerning our tentative responses to the comments defined in your letter

Again, | want to thank vou for the assistance and courtesy c-~ended to me regarding our Regulatory Aflairs
concerns. 1 also hope, Ms. Douglas, that you have fully rec  cred from your illaess and that I may have the

opportunity to visit you in the near future. [ would be n..ot grateful for your advice and comments in
reterence to this submission.

Sincerely,
(X R X
WG{ . Q&ﬁ o~ o .: o
Alan R. Wagner, DVM | MS . E’ ¢ :
Agent for Antec International Ltd. veoese
[ ] L]
ARW/mw R ceses
P epow e
VIA CERTIFIED MAIL s ee
[ I .
[ X X K J
cc: Francis Auchincloss RXIIH
Antec International. Ltd. e ®
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